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	Reference Number: PWI25418
	Check Box1: Off
	Check Box2: Off
	Proposed Doc: SATR XXXX/ ISO/TR 80002-2 Medical device software - Part 2: Validation of software for medical device quality systems 
	Proposed Summary: This proposal is to adopt ISO/TR 80002-2. This document applies to any software used in device design, testing, component acceptance, manufacturing, labelling, packaging, distribution and complaint handling or to automate any other aspect of a medical device quality system as described in ISO 13485
	Check Box3: Off
	Check Box4: Off
	Give full details: 
	Issue to be adressed: This is a proposal to adopt ISO/TR 80002-2. This document has been developed to assist readers in determining appropriate activities for the validation of process software used in medical device quality systems using a risk-based approach that applies critical thinking. This includes software used in the quality management system, software used in production and service provision, and software used for the monitoring and measurement of requirements. This document is the result of an effort to bring together experience from medical device industry personnel who deal with performing this type of software validation and who are tasked with establishing auditable documentation. This report makes the process of validation and verification even more important, not only to comply with regulations, but also design the highest-quality part and production process.
	How urgent is your application: As soon as possible 
	Indicate which area: ELECTROTECHNICAL
	additional info: 


